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First Office Action on the Merits of a RCE 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on August 
1 1 , 2008 has been entered. 

2. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Double Patenting 

3. The rejection of claims 1-17 and 22-71 on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims of U.S. 
Patent Nos. 5,843,928; 6,392,071; 6,440,953; 6,482,812; 6,537,981; 6,696,431; 
6,774,251; 6,806,262; 6,894,037; 6,992,074; 7,053,075; 7,115,594; 7,208,484; 
7,214,670; 7,214,671; 7,232,810; 7,241,747; 7,241,909 and 7,244,719 in view of 
Bishop et al. (US 5,972,917) or Deluca et al. (WO 96/16035) is maintained and 
claims 1-17 and 22-71 are rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims of U.S. Patent Nos. 
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6,114,317; 6,566,352; 6,579,861; 6,627,622; 6,887,860; 7,094,774; 7,141,558; 
7,241,748 and 7,300,925 in view of Bishop et al. (US 5,972,917) or DeLuca et al. 
(WO 96/16035). 

Applicant argues the biological activities of vitamin D compounds are 
unpredictable and, thus, one skilled in the art will not be able to predict with any 
certainty the activity of any particular vitamin D compound until such vitamin D is 
actually tested for such activities. Applicant's argument was considered but not 
persuasive for the following reasons. 

First, in order to argue unexpected and/or unobvious results, comparison 
between the closest prior art compound and the claimed compound is necessary. It is 
important that said is true side-by-side comparison, i.e., experimentation done under 
identical conditions. Here, applicant is arguing unexpected/unobvious results based on 
data from a number of references. 

According to applicant, the presently claimed compound "has little, if any 
calcemic activity" and, thus, would not be useful in treating metabolic bone diseases. 
However, like the claimed 18,19-dinor-2-methylene analogs, the art teaches the 
corresponding 19-nor-2-methylene analogs have "little, if any calcemic activity" (see for 
example, US 6,440,953, col. 2, lines 48-49; US 6,579,861, col. 2, lines 53-54). As 
taught by the art, the introduction of 2-methylene group changes the character of the 
hydroxyl groups which are crucial for the biological activity of vitamin D compounds (see 
for example, US 6,579,861 , col. 2, lines 1-20). Thus, the skilled artisan in the art, based 
on the teachings of the prior art, would have the reasonable expectation that the 
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corresponding 18,19-dinor-analog of the prior art 19-nor-2-methylene vitamin D 
compounds would also have little calcemic activity. 

Vitamin D compounds have a variety of activities and are known to be useful in a 
number of diseases, including osteoporosis. The art also teaches changes in the 
calcemic activity of vitamin D compounds based on the absence/presence of hydrogen 
and/or methyl(methylene) at the 18- and/or 19-positions, as evidenced by applicant's 
discussion in the response dated August 1 1 , 2008. However, as discussed above, the 
art also teaches the introduction of 2-methylene groups affects the biological activity of 
vitamin compounds, i.e., results in compounds with little, if any, calcemic activity. 
Based on said knowledge and the teaching of 19-nor-2-methylene vitamin D 
compounds, the claimed 18,19-dinor-2-methylene vitamin D compounds are prima facie 
obvious. 

For these reasons and those given in the previous Office Actions, the rejection of 
claims 1-17 and 22-71 on the ground of nonstatutory obviousness-type double patenting 
as being unpatentable over claims of U.S. Patent Nos. 5,843,928; 6,392,071 ; 
6,440,953; 6,482,812; 6,537,981 ; 6,696,431 ; 6,774,251 ; 6,806,262; 6,894,037; 
6,992,074; 7,053,075; 7,115,594; 7,208,484; 7,214,670; 7,214,671 ; 7,232,810; 
7,241 ,747; 7,241 ,909 and 7,244,71 9 in view of Bishop et al. (US 5,972,91 7) or Deluca 
et al. (WO 96/16035) is maintained and claims 1-17 and 22-71 are rejected on the 
ground of nonstatutory obviousness-type double patenting as being unpatentable over 
claims of U.S. Patent Nos. 6,114,317; 6,566,352; 6,579,861; 6,627,622; 6,887,860; 
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7,094,774; 7,141,558; 7,241,748 and 7,300,925 in view of Bishop et al. (US 5,972,917) 
or DeLuca et al. (WO 96/16035). 

4. The provisional rejection of claims 1-17 and 22-71 on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over 
claims of copending Application Nos. 10/997,698 and 11/351,874 in view of Bishop 
et al. (US 5,972,917) or (Deluca et al., WO 96/16035) is maintained and claims 1-17 
and 22-71 provisionally rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims of copending Application 
Nos. 11/697,414; 11/697,434 and 11/697,436 in view of Bishop et al. (US 5,972,917) 
or (Deluca et al., WO 96/16035). 

Applicant's argument and the examiner's response are as discussed above in #3. 

For these reasons and those given in previous Office Actions, the provisional 
rejection of claims 1-17 and 22-71 on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims of copending Application Nos. 
10/997,698 and 1 1/351,874 in view of Bishop et al. (US 5,972,917) or (Deluca et al., 
WO 96/16035) is maintained and claims 1-17 and 22-71 provisionally rejected on the 
ground of nonstatutory obviousness-type double patenting as being unpatentable over 
claims of copending Application Nos. 11/697,414; 11/697,434 and 11/697,436 in view of 
Bishop et al. (US 5,972,917) or (Deluca et al., WO 96/16035). 



Application/Control Number: 1 0/821 ,828 Page 6 

Art Unit: 1612 

Telephone Inquiry 

5. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Barbara P. Badio, Ph.D. whose telephone number is 
571-272-0609. The examiner can normally be reached on M-F from 6:30am-4:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Frederick Krass can be reached on 571-272-0580. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Barbara P. Badio, Ph.D./ 
Primary Examiner, Art Unit 1612 



